hovember 13, 2001

Chrigtine Todd YWhitrman

Administrator

LLS. Emvironmental Protection Agency
PO Box 1473

Merrifield, Va 22116

Attn.: Chamical Right-To-Know Program

Diear hs, Whilman,
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lhe LS. Environmental Profection Agency (EPA), Peopla for Ethical Treatment of Animals (FETA), and
Environmental Defense conceming the lest plan submitted by the Cyslic Anhydride Committes in
response fo the EPA's HPV Challenge Program. The purpese of this lefter is to respond 1o all interested
parties. Tha majority of EPA’s specific comments will be addressed in the revised test plan and robust
summaries for phihalic anhiydride accompamying this comespondence.
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will be modified as necessary dependent upon results from physicochemical tests, Testing rasults for
acoloxicity, repeat dose and reproductive tawicity will actually reflect the anhydride, the diacid, or a
combination of the two. Regardless of hydrolysis results, the anfrydnde will be used a8 the starting
material for dose applcation with the possibie exception of ecoloxicity tests. ICCA information for
MTHPA will be incorporated info the test plan as # becomes avalable.

Genersl Comments:

The Cemmittee undersiands that the category approach for these chemicals needs 1o be supported by
more ioxicological data and intends fo revise e test plan and submit addiional information & test data
bscomes available.

The commitiee has planned additional lesting o fuffill HPYV requirements for ecotoxicity data and clarified
the commites’s position conceming the repeat dose and reproductive iodcity tesis planned for Miga, '
PETA has raised concamns about the necessity of the animal tests plannad.  Aside fom the cormbined
repaat dose and reproductive taxicity tast performed under ICCA for MTHPA, to date, the committes has
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posilion concemning the available data is stated more claarly in the test plan. Due to lack of information,
and the lirnited nformastion that indicates phihalic anhydride may have the potential for

taicaty, the commities feels that definifive results will be necessary to evaluate the taxicity of this
categorny,
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The commitiee is aware of the need for valid physicochemical data for these compeunds and as stated
¥ the initial lest plan, has planned tesfing for & chemicaliphysical proparties that were not adequately
referenced. On the EPA's recommendation the fog P value wil be calculated and EQC Leved Hi
mpdefing will be used for estimating transport and distribution The commillee does not feel that testing
% warranted for vapor pressure as avadable data indicates these compounds have a low vapor pressure.
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tesi plan due to lack of detalled information. Thess studias wers only availabile 1o the commiliee a5
tadles and “summaries”. The original studies were unpublished and are not avaishle. The
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adddional chemacal, HHPA, for in vitro (bacterial) genetic toacity.

The commiltes appreciates this opportunity to respond o comments from EPA and PETA. Please
acidness any questions or comments concaming thes ketter or test plans to:  Dr. Harry Trochimowicz,
5¢.0., Delaware Toxicology Associates, Inc., 14 Lamatan Road, Newark, DE 19711; Phone:
{I02)239-4725; E-Mail: hitrochiaol.com,

Sincerely,

Janice M, O'Poika
Project Coordinator

oo
Karen Florini, Senior Atomey
Emvironmenta Dafensa
Jessica T, Sandler

Fecple for the Ethical Troatment of Animals



